
United States Patent and Trademark Office 



UNITED STATES DEPARTMENT OF COMMERCE 
United States Patent and Trademark Oflice 
a: COMMISSIONER FOR PATENTS 
P.O. Box 14S0 

Alexmufaia, Vnghiia 223 1 3*1 450 
www. uspto.gov 



APPLICATION NO. 



FILING DATE 



FIRST NAMED INVENTOR 



ATTORNEY DOCKET NO. 



CONFIRMATION NO. 



10/089.491 



12/23/2002 



Eileen P. Treacy 



32116 7590 08/10/2005 

WOOD, PHILLIPS, KATZ, CLARK & MORTIMER 

500 W. MADISON STREET 
SUITE 3800 
CHICAGO, IL 60661 



SWA4338P0080US 

(WP/1801) 



7434 



EXAMINER 



SWITZER, AJLIET CAROLINE 



ART UNIT 



PAPER NUMBER 



1634 

DATE MAILED: 08/10/2005 



Please find below and/or attached an Oflice communication concerning this application or proceeding. 



PTO-90C (Rev. 10/03) 





Application No. 

10/089.491 


Applicant(s) 

TREACY ET AL. 


Examiner 

Juliet C. Switzer 


Art Unit 

1634 





- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 



Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 1 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.O. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )□ Responsive to communication(s) filed on . 

2a)n This action is FINAL. 2b)n This action is non-final. 

3) 0 Since this application is in condition for allowance except for fonnal matters, prosecution as to the merits is 

closed in accordance with the practice under £x par^e Qyay/e, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) 13 Claim(s) 1-18 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) 0 Claim(s) is/are allowed. 

6) 0 Claim(s) is/are rejected. 

?)□ Claim(s) is/are objected to. 

8) 13 Claim(s) 1-18 are subject to restriction and/or election requirement. 

Application Papers 

9) n The specification is objected to by the Examiner. 

10)0 The drawing(s) filed on is/are: a)n accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheel(s) including the connection Is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or fonh PTO-152. 

Priority under 35 U.S.C. § 1 1 9 

12)0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 1 9(a)-(d) or (f). 
a)n All b)n Some * 0)0 None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. _. 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1 ) □ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-413) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. . 

3) □ Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 5) D Notice of Informal Patent Application (PTO-152) 

Paper No(s)/Mail Date . 6) U Other: . 



U.S. Patent and Trademartc Office 
PTOL-326 (Rev. 1-04) 



Office Action Summary 
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DETAILED ACTION 



Election/Restrictions 

1. Restriction is required under 35 U.S.C. 121 and 372. 

This application contains the following inventions or groups of inventions which are not 
so linked as to foim a single general inventive concept under PCX Rule 13.1. 

In accordance with 37 CFR 1.499, applicant is required, in reply to this action, to elect a 
single invention to which the claims must be restricted. 

Group I, claim(s) 1-3 and 5-16, di'awn to method for detecting altered metabolism of a substrate 
of a FMO, or susceptibility of a patient to a substrate of a FMO enzyme or a predisposition of a 
patient with a disorder related to the same. 

Gi-oup II, claim(s) 4-7, drawn to drawn to a method for detecting a predisposition to 
hypertension. 

Gi*oup III, claim(s) 17-18, drawn to method for treatment of an individual having a disorder 
associated with an altered activity of a flavin-containing monooxygenase FMO enzyme. 

2. The inventions listed as Gi*oups I-III do not relate to a single general inventive concept 
under PCT Rule 13. 1 because, under PCT Rule 13.2, they lack the same or coiTesporiding special 
technical features for the following reasons: 

The groups are each drawn to methods with unique goals and effects which are not joined 
by a special technical feature in view of the prior ait. With regai'd to gi'oups I-II, these groups 
are drawn to methods for detecting phenotypes in patients and have a common step of detecting a 
mutation or polymoiphic variant in the gene encoding FMO enzyme in a patient. This step is nto 
a special technical feature in view of the prior art, as evidenced at least by Akennan et al. (1999, 
as cited in IDS and international search report). It is noted that claims 8-16 have not been 
grouped with group II even though these claims depend in the altemative fi'om claim 4. These 
claims have not been grouped with claim 2 because they do not appear to properly depend fi om 
claim 4 because they further limit elements not recited in claim 4. If applicant intends for these 
claims to be dependent fi om claim 4, applicant should clarify this situation in response to this 
requirement. Nonetheless, the methods of groups I and II do not share a common special 
technical feature in view of the prior art. Further, with regai'd to group III, this method does not 
share any technical feature with groups I and II since it is drawn to a method of treatment and not 
to detecting phenotypes associated with polymoiphisms. 
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3. This application contains claims directed to more than one species of the generic 
invention. These species are deemed to lack unity of invention because they ai"e not so linked as 
to form a single general inventive concept under PCT Rule 13.1. 

The species ai'e as follows: 

With regai'd to gi'oups I and II, the species aie each individual mutation and 
polymoiphism recited in claim 7, ten different variants in total. 

Applicant is required, in reply to this action, to elect a single species to which the claims 
shall be restricted if no generic claim is finally held to be allowable. The reply must also identify 
the claims readable on the elected species, including any claims subsequently added. An 
argument that a claim is allowable or that all claims are generic is considered non-responsive 
unless accompanied by an election. 

Upon the allowance of a generic claim, applicant will be entitled to consideration of 
claims to additional species which are written in dependent form or othemise include all the 
limitations of an allowed generic claim as provided by 37 CFR 1. 141. If claims are added after 
the election, applicant must indicate which ai'e readable upon the elected species. MPEP 
§ 809.02(a). 

4. The claims are deemed to coirespond to the species listed above in the following manner: 

Claims 1-6 are generic to all species, and claims 7-16 depend fi'om claim 7 which recites all ten 
species in the alternative. 

5. The species listed above do not relate to a single general inventive concept under PCT 
Rule 13.1 because, under PCT Rule 13.2, the species lack the same or coiTesponding special 
technical features for the following reasons: Variations in the FMO gene were known at the time 
the invention was made, see for example Akerman et al (1999). 
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Applicant is advised that the reply to this requirement to be complete must include an 
election of the invention to be examined even though the requirement be ti aversed (37 CFR 
1.143). 

6. Applicant is reminded that upon the cancellation of claims to a non-elected invention, the 
inventorship must be amended in compliance with 37 CFR 1.48(b) if one or more of the 
cun-ently named inventors is no longer an inventor of at least one claim remaining in the 
application. Any amendment of inventorship must be accompanied by a request under 37 CFR 

1 .48(b) and by the fee requii:ed under 37 CFR 1 . 17(i). 

7. Any inquiiy concerning this communication or eailier communications from the 
examiner should be directed to Juliet C Switzer whose telephone number is (571) 272-0753. The 
examiner can nomally be reached on Monday through Wednesday, from 9:00 AM until 4:30 
PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, W. Gaiy Jones can be reached by calling (571) 272-0745. 

The fax phone numbers for the organization where this application or proceeding is 
assigned ai-e (571) 273-8300. Any inquiry of a general nature or relating to the status of this 
application or proceeding should be directed to the receptionist whose telephone number is 
(571)272-0507. 

Patent applicants with problems or questions regarding electronic images that can be 
viewed in the Patent Application Information Retrieval system (PAIR) can now contact the 
USPTO's Patent Electronic Business Center (Patent EBC) for assistance. Representatives are 
available to answer your questions daily from 6 am to midnight (EST). The toll free number is 
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(866) 217-9197. When calling please have your application serial or patent number, the type of 
document you are having an image problem with, the number of pages and the specific nature of 
the problem. The Patent Electronic Business Center will notify applicants of the resolution of 
the problem within 5-7 business days. Applicants can also check PAIR to confirm that the 
problem has been corrected. The USPTO's Patent Electronic Business Center is a complete 
service center supporting all patent business on the Internet. The USPTO's PAIR system 
provides Internet-based access to patent application status and histoiy information. It also 
enables applicants to view the scanned images of their own application file folder(s) as well as 
general patent information available to the public. 

For all other customer support, please call the USPTO Call Center (UCC) at 800-786- 

9199. 




^iet C. Switzer 
JPrimai7 Examiner 
Art Unit 1634 



August 8, 2005 



